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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.1 14. Applicant's submission filed on 
07/18/2005 has been entered. 

Status of Claims 

2. Claims 1-109 are cancelled. Claims 110-137 are added. Claims 110-137 are 
pending and under examination. 

Claim Objections 

3. Claims 116-124, 127-130 and 133-137 are objected to because of the following 
informalities: The claims recite the recitations "an antibody" and/or "single chain 
antibody". The recitations are objected to because it appears that the cited recitations 
do not directly refer back to the antibody recited in the independent claim. 

To obviate this objection, the Office suggests Applicant to amend the recitation 
"an antibody" to "said antibody", and the recitation "single chain antibody" to "the single 
chain of said antibody". 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 



Application/Control Number: 09/464,902 Page 3 

Art Unit: 1648 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled In the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 110-137 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The claims are directed to an isolated nucleic acid encoding a polypeptide 
comprising three CDR regions of one of six listed antibodies, wherein said polypeptide 
binds to an epitope of CCR5 when combined with a second polypeptide. 

The instant written rejection is directed at the second polypeptide. In the instant, 
the specification only disclosed of one species of second polypeptide per listed 
antibody. However, the claims are directed to a genus of second polypeptides. 

To provide adequate written description and evidence of possession of a claimed 
genus, the specification must provide sufficient description of a representative number 
of species by i) actual reduction to practice, ii) reduction to drawings, or iii) disclosure of 
relevant identifying characteristics. Examples of factors to be considered for the latter 
requirement include: 

• disclosure of complete or partial structure, 

• physical and/or chemical properties, 

• functional characteristics, 

• correlation between structure and function, and 
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• methods of making. 
Each of the listed criteria is addressed in turn below. 

i) sufficient description of a representative number of species by actual reduction 
to practice : As provided above, only one species among a multitude of species is 
inherently, via the possession of the antibody, disclosed in the specification. A 
disclosure of only one species among the multitude of species that can possibly be 
envisioned is not a sufficient description of a representative number of species by actual 
reduction to practice. 

ii) sufficient description of a representative number of species by reduction to 
drawings : The drawings do npt provide a description of any species that is 
encompassed by the recitation "second polypeptide". Thus, the drawings do not 
provide a sufficient description of a representative number of species by actual 
reduction to practice. 

iii) sufficient description of a representative number of species by disclosure of 
relevant identifying characteristics : 

• disclosure of complete or partial structure : The specification does 
not provide either a complete or partial structure of the second 
polypeptide. As noted above, the disclosure on provides an 
inherent teaching of the one species that is encompassed by the 
recitation "second polypeptide". 

• physical and/or chemical properties : Neither the claims nor the 
specification require the second polypeptide to have a particular 
physical and/or chemical property. 
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• functional characteristics : The claims require that the second 
polypeptide, when used in conjunction with the first polypeptide, 
binds to an epitope on CCR5. However, this is not a functional 
characteristic that is exclusive of the second polypeptide. It is a 
functional characteristic that is expected when the first and second 
polypeptide are used in combination with one another. Thus, no 
functional characteristic for the second polypeptide is provided in 
the claims. Nor is one provided for the second polypeptide in the 
specification. 

• correlation between structure and function : No correlation between 
structure and function can be rendered from the specification. 

• methods of making the second polypeptide : A method of making 
generic polypeptides is well known in the art; however, without a 
correlative teaching between structure and the required functional 
characteristics, the skilled artisan would not be able to envisage the 
second polypeptide. Thus, a method of making a second 
polypeptide having a functional characteristic, when combined with 
the first polypeptide, is not readily apparent. 

Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed." (See page 1117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
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[he or she] invented what is claimed." (See Vas-Cath at page 1116). As discussed 
above, the skilled artisan cannot envision the detailed chemical structure of the 
encompassed genus of second polypeptides, and therefore conception is not achieved 
until reduction to practice has occurred, regardless of the complexity or simplicity of the 
method of isolation. Adequate written description requires more than a mere statement 
that it is part of the invention and reference to a potential method of making. The 
compound itself is required. See Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 
1993) and Amgen Inc. v. Chugai Pharmaceutical Co. Ltd., 18 USPQ2d 1016. 

One cannot describe what one has not conceived. See Fiddes v. Baird, 30 
USPQ2d 1481 at 1483. In Fiddes, claims directed to mammalian FGF's were found to 
be unpatentable due to lack of written description for that broad class. The specification 
provided only the bovine sequence. 

Therefore, only the one species of second polypeptides for each of listed 
antibodies, but not the full breadth of the claim meets the written description provision of 
35 U.S.C. §112, first paragraph. Applicant is reminded that Vas-Cath makes clear that 
the written description provision of 35 U.S.C. §1 12 is severable from its enablement 
provision (see page 1115). 

To overcome the instant rejection, the Office suggests that Applicant amends the 
recitation "wherein the polypeptide in combination with a second polypeptide" to 
"wherein the polypeptide in combination with a heavy/light chain of an anti-CCR5 
antibody". 

Conclusion 

6. No claim is allowed. 
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7. The claims would be allowable if Applicant adopts the suggestions provided 
herein. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Emily Le whose telephone number is (571) 272 0903. 
The examiner can normally be reached on Monday - Friday, 8 am - 5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Housel can be reached on (571) 272-0902. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, /Sontact the Electronic 



Business Center (EBC) at 866-217-9197 ( toll-free). 

err 



J. 




Jeffrey S. Parkin, Ph.D. 
Primary Patent Examiner 
Art Unit 1648 



